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Mexico:

¢ José Manuel Haro, Head of the Investigative
Authority, Federal Economic Competition
Commission

* 5 mins

Portugal:

e Maria Joao Melicias, Board Member, AdC
* 5mins

Spain:

e Maria Pilar Canedo, Board Member CNMC
* 5mins
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Unique Knot responsible
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Who designates? Collect the documents of the requests

How?
What for? Consolidate close requests

Send them to REE

of capacity
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ENEL SPA.
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ENEL

31/01/2018 12/03/2018
EMEL remite a EMEL lillﬁ‘-ll'll
REE las 01/03/2018 R oS/ 0
solicitudes de Certificacion de e
08fozf2018 80
BCcceEso para “La las garantias de “LaVegaly II” REE concede acceso a las
Vega |y II" REE requiere a ENEL por “La Vega I” y I instalaciones de “La Vega
no contar con el deposito Py li-
las garantfas
23/02/2018 02/03/2018 17/04/2018
EMEL solicita a DENEB y CELENO DENEB y
09/02/2018 DENEB y CELENO remiten a ENEL las CELEND
o2y subsanacién de subsanaciones 11/04/2018 remiten a
Depésito de  las su solicitud de requeridas ENEL indica a ENEL las
garantias de Jas acceso DENEB y CELENO subsanaciones
23f05/2018
instalaciones de 13/03/2018 | que REE ha requeridas por
DENEB y CELENO requerido  nuevas REE via EMEL REE deniega la
ENEL presenta ante il e s solicitad  de
REE la solicitud de i sakainid B &
DENEB 14/02/2018 acceso de DENEB y DENEB y
RELEN CELENO  por
'f DENEB y CELENOD aie i
remiten su salicitud i
de acceso a ENEL capaci

CELENO
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23/11/2018

Comunicacién de REE por la que se otorga

ENEL acceso condicional a “Linde™ siempre que
actualice la capacidad solicitada la capacidad
01/08/2018 disponible (con el consiguiente agotamiento
ENEL prasents de |a capacidad del nudo)
REE la solicitudes 12/03/2019
SA SycEmscy ENEL informa a REE de Ia
s 03/08/2018 adecuacién de sus pretensiones
de acceso para “Linde” a la
EMEL deposita la capacidad disponible
garantia de la
instalacién “Linde”
1
| 22/08/2018 05/09/2018 Imm,-'mm
EDP remite a EMEL ENEL
13/08/2018 16/08/2018  |17/08/2018 || oo copiade ||| requiers remite a
EDP deposita la ENEL solicita EDP pu Solciud nueva REE la
EDP garantia de la T manifiesta | || @€ acceso subsanacion | | solicitud
—— instalacién “La su solicitud de s para “La a EDP de
Fuentecilla” acceso a EDP posicion Fuentecilla® acceso
&n cuanto * Em
14/08/2018 ala 30/08/2018 19/09/2018 -
LASTRAS EDP remi = acaenll | I mf f edcribe 14/0/2018 22/10/2018 Sl 18RS
remite -
\4 solicitud de oo de nuevo a ENEL ACNRATUAS R E Distintos intercambios ENEL remite
acceso a ENEL soliciud interesindose con ENEL pars que f entre ENEL y LASTRAS a REE la
conjunta. informe de la direccion : licitud de
por el da ; relativos a 0
L - la ::::ﬂmiﬁr su : - - o
LASTRAS ENEL LASTRAS
ey 09/08/2018 R NN solicitud de acceso FROm . por
interesdndose por el LASTRAS deposita la garantia 21/08/2018 18/09/2018 | 23/10/2018
proceso de solicitud de su instalacion “Lastras ENEL solicita 3 LASTRAS un documento
de acceso al nudo Solar” LARERAN sy iaatin ories KL Wa LASTRAS remite 2 ENEL | /.., ., | ASTRAS ya le habia entregado
WhatsApp anunciando una duda su solicitud de acceso
sobre los esquemas unifilar




REE recognizes capacity to the ENEL projects
The competitors present conflicts of Access at the regulator

- DENEB Y CELENO CFT/DE/02%/12

~ Lastras CFT/DE/002/19 \ CFT/DE/013/14

The adjudication of capacity is declared void
Feedback of action

Regulatory decisions confirmed by the Courts



COMISION NACIONAL DE LOS
MERCADOS Y LA COMPETENCIA

COMPETITION
AUTHORITY
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Two abuses of dominance of Enel

Sanctions

4.000.000 € Tajo de la Encartada
900.000 £ Lastras
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Digital

e Bidyadhar Majhi, Adviser (Eco) Competition
Commission
e 15 mins

= Portugal:

¢ Maria Joao Melicias, Board Member, AdC
e 7 mins

¢ José Manuel Haro, Head of the Investigative
Authority, Federal Economic Competition
Commission

* 5mins
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Portugal:

e Maria Joao Melicias, Board Member, Portugal’s
Competition Authority (AdC)

® 3 mins

Mexico (liberalization):

¢ José Manuel Haro, Head of the Investigative
Authority, Federal Economic Competition
Commission, Mexico

* 5 mins

e Bidyadhar Majhi, Adviser (Eco) Competition
Commission

® 3 mins

e Maria Pilar Canedo, Board Member CNMC
e 10 mins
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Sanction of 10,25 millions
Excessive pricing

Abuse of dominance

14 Nov 2022

e Exclusive distributor for the
medicine treating XCT

*:% (medicine).

Lea d ia n * 200 to 250 patients in Europe,

. ) 50 in Spain.
Biosciences .

INTERNA



e XCT is an ultra rare metabolic disease

e Since decades it is treated with medicines
based on CDCA as active substance.

* It slows the progression of the disease and
stop some of the main symptoms.

XCT
+ acido quenodesoxicolico X

Adolescencia
; Edad adulta




* Leadiant has been the exclusive distributor of drugs based on
CDCA in Spain since 2010.

* First Xenbilox® and, since 2017, CDCA-Leadiant®.

* Leadiant obtained the exclusivity of the supply active
substance in which the medicine was based and therefore
avoided alternative products to develop.
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1. Acquisition of the competitors
distributing the drug

2. Agreements of cooperation with

3. Exclusivity agreement with the producer
of the active principle

4. Challenge of the Master forms in some
local pharmacies

4. Declaration as orphan drug
5. Removal of Xenbilox (former drug)

6. Creation of a new brand (CDCA-
Leadiant)

7. Increase in price of CDCA Leadiant



Euros

14.618 €

16.000

14.000

12,000
10.000

984 €
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* Exclusionary
behavior
- Exclusivity
- f agreements with
AUTHORIZED| | no  reference medical
VEHICLES | |MoTOR-DRIvENCEMEErs —
WAY ONLY CYCLES - Exclusivity
=2 .. - agreement with PCA
BIKE PATH NO NO producer)
MOTOR | | VEHIC!
VEHICLES | || WITH LC




Exploitative
behavior

* Delay in the internal
production

e Import of the product
as foreign medicine

* Negotiation with
Spanish Social Security




REMEDIES AND Eﬂﬂlﬂﬂm
jH ABUSE CASES
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* Obligation to commercialize the product with no excessive

price
* Obligation to raise the exclusivity clause with the producer
of the active principle
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La patente de MSD
El producto de INSUD PHARMA

El grado de saturacién del principio active como elemento ECNMO

El proceso judicial emprendide por MSD contra INSUD...................

WA € Seiiis COMISION NACIONAL DE LOS AT
IVAB. de comp de hechos MERCADOS ¥ LA COMPETENCIA MERCK SHARF DOHME, S A.

V.4 i de

Iv.4.0. da en el proceso prinei
IVAE. de las medid
IV.4F. Recurso contra @l auto de revocacion y desestimacien por la

F da
IV.4.G. S én del pleito principal y for d ién de

V.4.H. Compensacion de los dafies.
I¥.4.1. Sobre los procesos emprendidos en otros PASES. e, -
V.5, Otros hechos
IV.5.A. 2013: ldentificacién por parte de M5D del producto de INSUD

IV.5.B. Desde septiembre de 2014 hasta mayo de 2015: contactos entre
INSUD PHARMA y MSD.

IV.5.C. Desde enero de 2015 hasta |unlo de 2017: seguimlenta de las
productos competidores de su anillo vaginal y elaboracién de una

IV.5.D. Actuaciones de MSD en 2017 coincidiendo con las acciones

IV.5E. Valoracién por parte de MSD de las acclones judiciales

prendidas (2018}
IV.5F. Comunicacion entre MSD e INSUD sobre un posible acuerdo

r
INSUDPHARMA

Sham litigation




Is the new ring a
breach of the & 5.-
\ patent?? =N
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 First vaginal ring sold in
Spain

* MSD enjoyed a monopoly
from 2002 to 2018

* Holder of a Patent that
protected the Nuvaring
contraceptive.

* Insud Pharma (competing
company) had developed an
alternative vaginal ring

e Began to be marketed in June
2017 under the name Ornibel.




* MSD requested that Barcelona
Mercantile Court paralyze

the manufacture and sale of the
Ornibel ring in Spain.

* Invoked
* its patent right,
* reasons of urgency,
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* The CNMC considers it proven
that, both when requesting the
fact-checking procedure and the
subsequent precautionary
measures, MSD deployed a
strategy of deception from the
judicial body, hiding relevant
factual and technical information
from it.

* The lack of transparency in the
information provided during this
process was a determining factor
in obtaining the requested
precautionary measure,
paralyzing the marketing and
sale of the Ornibel between
September and December 2017.




INTERNA

* |t is considered proven that
the objective of the legal
actions undertaken

* was not to assert their
patent rights,

* but rather that they were
exercised

* within the framework of a
plan

e whose purpose was to
suppress the competition of
the new entrant for as long as
possible.




The Order of the Mercantile Court No. 5 of Barcelona expressly declares :

[...] Undoubtedly, from a procedural point of view, it is quite artificial to request a fact-checking
procedure in June; and before the deadline (September 22) for the judicial expert to issue her report -
and ignoring her conclusions? — the plaintiff requests precautionary measures (September 11)
accompanied by an expert report of the same dates and which is later extended with another dated
October 26; and where, in both reports, the basis for the conclusion on the controversial fact are
documents that were previously available, that is, in June 2017 [...].

Even more so, when all the evidentiary and judicial facilities have been available to the plaintiffs at all
times:

it would have been natural to have addressed the initial request for fact-checking procedures to
obtaining from LF directly - and not through the AEMPS - not only the technical information on the
rings but also a sample their physical nature, it would have been logical to wait for the result of the
report on the fact-checking procedures; It would have been pertinent and prudent, before requesting
precautionary measures, in any case, to have requested other verification procedures to obtain a
sample from the manufacturer of the polymer for LF, DSM Medical.

We even have the doubt that with the LF ring being on the market, in September, being
commercialized, it would not have been possible to carry out the tests or price

tests by acquiring / buying a sample (certainly, the experts contradict themselves on this point).
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